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DETAILED ACTION 
Claim Objections 

1. Claims 3, 5, 6, 13, 15, 16, 23, 25, 26, 29, 30, and 31 are objected to because of 
the following informalities: The claims cited above lack proper antecedent basis for 
specific claimed limitations, (e.g. "wherein three of the electrodes") As cited in the 
claims upon which these cited claims are dependent, an array only requires two 
electrodes. These claims, however, recite "three of the electrodes." It is clear that 
these claims lack proper antecedent basis for reciting three electrodes. It is suggested 
that applicant recite either: (a) in the claims upon which these claims are dependent or 
(b) in the objected claims themselves, that "the array includes at least three electrodes, 
wherein three of the electrodes..." Appropriate correction is required. 



Claim Rejections - 35 USC § 101 
2. Claims 2-3, 5-9,12-19, 22-23, 25-26, and 28-32 are rejected under 35 
U.S.C. 101 because the claimed invention is directed to non-statutory subject matter. In 
each instance, the human body is non-statutory subject matter and cannot positively be 
claimed. To overcome these rejections, for example, Lines 2-3 of Claim 3 should be 
replaced with "a first of the three electrodes is capable of being located on the temple 
area," Line 4 of the claim should be replaced with, "a second electrode is capable of 
being located above the eye," Lines 5-6 of the claim should be replaced with "which is 
capable of being located between the eyebrows of the patient at the center of the 
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forehead, about 4 cm above the nose," and Lines 7-8 should be replaced with "a fourth 
electrode of the array of electrodes is capable of being located below the eye." 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 4 and 24 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. It is unclear from the recitation "wherein the 
electrodes, " in Line 1 of these claim, which electrodes are being referred to specifically. 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Lisiecki, US 
6,083,156, hereinafter referred to as "Lisiecki." 

7. As to Claim 1, Lisiecki teaches a sensor arrangement, "portable integrated 
physiological monitoring system," that includes: a base element, "a chassis of 
electronic components (electronics unit) that acquisitions information from the sensors 
and communicates this information to a portable personal computer" [Column 3, Line 67 
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- Column 4, Line 3]; an array of electrodes, "a plethora of physiological sensors and 
auxiliary devices" [Column 3, Lines 66-67]; an optical sensor, "a finger pulse oximeter, 
110," [Column 7, Lines 5-6]; and are connected to a series of connectors attached 
to the base element, [See FIG 1.] It is noted that the phrase, "for monitoring 
substances in tissues" is a recitation of intended use. It is therefore noted that Lisiecki 
teaches a device with an optical sensor that is capable of monitoring substances in 
tissues. 

8. As to Claim 2, Lisiecki teaches the arrangement of Claim 1 , wherein a first and 
a second electrode of the array of electrodes are NMT stimulus electrodes, 

"Alligator clips, 106, consist often miniature alligator clips that attach to a human 
subject via disposable tab electrodes. These clips can also be used for acquisition of. . . 
neuromuscular signals from a human subject Alligator clips, 108, consist of two 
miniature alligator clips that attach to a human subject via disposable tab electrodes. 
These clips apply high voltage pulses to the human subject stimulation associated with 
nerve conduction studies." [Column 6, Line 62 - Column 7, Line5 & See FIG 1]] It is 
noted that while the specific placement of the disposable electrode tabs and 
corresponding alligator clips are not taught, that it is possible to arrange the same in the 
manner described in Claim 2. 

9. Claims 3 and 5 are rejected as Lisiecki teaches the arrangement of Claims 1 or 
2, and as the limitation, wherein three of the electrodes of the array of electrodes 
are used to measure EEG and EMG, merely states an intended use of the structure. 
That aside, Lisiecki teaches, "FIGS. 1 and 2 show only three of these clips for illustrative 
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purposes however, ten of them are required for acquisition of a 12-lead 
electrocardiogram. These clips can also be used for acquisition of 
electroencephalographic and neuromuscular signals from a human subject" [Column 6, 
Line 64 - Column 7, Line 1] It is noted that while the specific placement of the 
disposable electrode tabs and corresponding alligator clips are not taught, that it is 
possible to arrange the same in the manner described in Claim 3. 

10. As to Claim 4, wherein the electrodes are used to measure NMT response, is 
merely a statement of intended use and does not further limit the claims. In any event, 
Lisiecki teaches the arrangement of Claim 3, "these clips can also be used for 
acquisition of electroencephalographic and neuromuscular signals from a human 
subject" [Column 6, Line 66 - Column 7, Line 1] 

11. As to Claim 6, it is noted that it is possible to position the combination of the 
disposable electrode tabs and miniature alligator clips in the configuration described in 
this claim. 

12. As to Claim 10, Lisiecki teaches the arrangement of Claim 1, wherein the 
optical sensor is a Sp02 sensor. FIG 1 clearly indicates that sensor 1 10 is a 
connected to a Sp02 terminal. [See FIG 1 .] 

13. As to Claim 21, Lisiecki teaches, a sensor arrangement, "portable integrated 
physiological monitoring system" [Title] that includes: a base element, "a chassis of 
electronic components (electronics unit) that acquisitions information from the sensors 
and communicates this information to a portable personal computer" [Column 3, Line 67 
- Column 4, Line 3]; an array of electrodes, "a plethora of physiological sensors and 
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auxiliary de vices" [Column 3, Lines 66-67]; an optical sensor, "a finger pulse oximeter, 
110" [Column 7, Lines 5-6]; and are connected to a series of connectors attached 
to the base element, [See FIG 1.] Lisiecki further teaches wherein a first and a 
second electrode of the array of electrodes are NMT stimulus electrodes, "Alligator 
clips, 106, consist often miniature alligator clips that attach to a human subject via 
disposable tab electrodes. These clips can also be used for acquisition of. . . 
neuromuscular signals from a human subject. Alligator clips, 108, consist of two 
miniature alligator clips that attach to a human subject via disposable tab electrodes. 
These clips apply high voltage pulses to the human subject stimulation associated with 
nerve conduction studies." [Column 6, Line 62 - Column 7, Line5 & See FIG 1] 
14. As to Claim 22, Lisiecki teaches the arrangement of Claim 21 , wherein a first 
and a second electrode of the array of electrodes are NMT stimulus electrodes, 
"Alligator clips, 106, consist often miniature alligator clips that attach to a human 
subject via disposable tab electrodes. These clips can also be used for acquisition of. . . 
neuromuscular signals from a human subject. Alligator clips, 108, consist of two 
miniature alligator clips that attach to a human subject via disposable tab electrodes. 
These clips apply high voltage pulses to the human subject stimulation associated with 
nerve conduction studies." [Column 6, Line 62 - Column 7, Line5 & See FIG 1] It is 
noted that while the specific placement of the disposable electrode tabs and 
corresponding alligator clips are not taught, that it is possible to arrange the same in the 
manner described in Claim 22. 
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15. Claims 23 and 25 are rejected as Lisiecki teaches the arrangement of Claims 21 
or 22, and as the limitation, wherein three of the electrodes of the array of 
electrodes are used to measure EEG and EMG, merely states an intended use of the 
structure. That aside, Lisiecki teaches, "FIGS. 1 and 2 show only three of these clips for 
illustrative purposes however, ten of them are required for acquisition of a 12-lead 
electrocardiogram. These clips can also be used for acquisition of 
electroencephalographs and neuromuscular signals from a human subject" [Column 6, 
Line 64 - Column 7, Line 1] It is noted that while the specific placement of the 
disposable electrode tabs and corresponding alligator clips are not taught, that it is 
possible to arrange the same in the manner described in Claim 23. 

c 

16. As to Claim 24, wherein the electrodes are used to measure NMT response, 

is merely a statement of intended use and does not further limit the claims. In any 
event, Lisiecki teaches the arrangement of Claim 23, "these clips can also be used for 
acquisition of electroencephalographic and neuromuscular signals from a human 
subject." [Column 6, Line 66 - Column 7, Line 1] 

17. As to Claim 26, Lisiecki teaches the arrangement of Claim 25. Wherein the 
second and third of the three electrodes are used to measure NMT response, is 

merely a statement of intended use and does not further limit the claims. In any event, 
Lisiecki teaches the arrangement of Claim 25, u these clips can also be used for 
acquisition of electroencephalographic and neuromuscular signals from a human 
subject." [Column 6, Line 66 - Column 7, Line 1]. Furthermore it is possible to one 
additional electrode to be located in the area described in Claim 26. 
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Claim Rejections - 35 USC § 103 

1 8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

19. As to Claims 7, 8 and 9, the limitation an optical sensor that is capable of 
being attached to the forehead, to the root of the nose, or to the ear, is rejected 
over Lisiecki in view of applicants admitted prior art. The applicant teaches in the 
specification that is well known in the art to provide "In transmission oximetry the emitter 
(two LEDs) and receiver (photodetector) are placed facing each other typically of each 
side of a finger, toe or earlobe. In reflectance oximetry the light is reflected below the 
tissue (e.g., Chest, forehead, limbs) back to the same surface as the emitter" 
[Paragraph 0003] Therefore, it would have been a matter of design choice to make the 
pulse oximeter taught by Lisiecki to be capable of being attached to the forehead, to the 
root of the nose, or the ear, as choosing any of these embodiments would be equivalent 
over another similar optical device that is capable of being placed on a finger, toe, 
earlobe or any other body part. 
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20. Claims 11-32 are rejected under 35 U.S.C. 102(b) as anticipated by Lisiecki or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over Lisiecki in view of Duckert, 
US 6,389,312, B1, hereinafter referred to as "Duckert." 

21 . As to Claims 11,14 and 16 Lisiecki teaches, a sensor arrangement, "portable 
integrated physiological monitoring system" that includes: a base element, "a chassis 
of electronic components (electronics unit) that acquisitions information from the 
sensors and communicates this information to a portable personal computed [Column 
3, Line 67 - Column 4, Line 3]; an array of electrodes, "a plethora of physiological 
sensors and auxiliary devices" [Column 3, Lines 66-67]; an optical sensor, "a finger 
pulse oximeter, 110," [Column 7, Lines 5-6]; and are connected to a series of 
connectors attached to the base element, [See FIG 1.] Lisiecki further teaches 
wherein a first and a second electrode of the array of electrodes are NMT 
stimulus electrodes, "Alligator clips, 106, consist of ten miniature alligator clips that 
attach to a human subject via disposable tab electrodes. These clips can also be used 
for acquisition of... neuromuscular signals from a human subject. Alligator clips, 108, 
consist of two miniature alligator clips that attach to a human subject via disposable tab 
electrodes. These clips apply high voltage pulses to the human subject stimulation 
associated with nerve conduction studies." [Column 6, Line 62 - Column 7, Line5 & 
See FIG 1] What Lisiecki does not teach however, is a mechanical NMT sensor. 
Duckert teaches a "method and system having simplified neuromuscular transmission 
scoring," that includes "at least one input, 32, connected to a transducer, 34, such as an 
accelerometer, strain gage, piezo film, etc." [Column 4, Lines 16-17] Therefore, it would 
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have been obvious to one with ordinary skill in the art at the time of the invention to 
modify the arrangement taught by Lisiecki to include the mechanical NMT transducer 
taught by Duckert, as it would have been a substitution for one known equivalent sensor 
for another. It is noted that it would be possible to locate such a sensor in the locations 
described, and therefore they do not form a basis for limitation of this claim. 

22. As to Claims 12, Lisiecki teaches the arrangement of claim 1 1 , wherein a first 
and a second electrode of the array of electrodes are NMT stimulus electrodes, 
"Alligator clips, 106, consist often miniature alligator clips that attach to a human 
subject via disposable tab electrodes. These clips can also be used for acquisition of. . . 
neuromuscular signals from a human subject Alligator clips, 108, consist of two 
miniature alligator clips that attach to a human subject via disposable tab electrodes. 
These clips apply high voltage pulses to the human subject stimulation associated with 
nerve conduction studies." [Column 6, Line 62 - Column 7, Line5 & See FIG 1] It is 
noted that while the specific placement of the disposable electrode tabs and 
corresponding alligator clips are not taught, that it is possible to arrange the same in the 
manner described in Claim 12. 

23. Claims 13 and 15 are rejected as Lisiecki teaches the arrangement of Claims 1 1 
or 12, and as the limitation, wherein three of the electrodes of the array of 
electrodes are used to measure EEG and EMG, merely states an intended use of the 
structure. That aside, Lisiecki teaches, TIGS. 1 and 2 show only three of these clips for 
illustrative purposes however, ten of them are required for acquisition of a 12-lead 
electrocardiogram. These clips can also be used for acquisition of 
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electroencephalographic and neuromuscular signals from a human subject" [Column 6, 
Line 64 - Column 7, Line 1] It is noted that while the specific placement of the 
disposable electrode tabs and corresponding alligator clips are not taught, that it is 
possible to arrange the same in the manner described in Claim 13 or Claim 15. 

24. As to Claims 17, 18 and 19, the limitation an optical sensor that is capable of 
being attached to the forehead, to the root of the nose, or to the ear, is rejected 
over Lisiecki in view of applicants admitted prior art. The applicant teaches in the 
specification that is well known in the art to provide "In transmission oximetry the emitter 
(two LEDs) and receiver (photodetector) are placed facing each other typically of each 
side of a finger, toe or earlobe. In reflectance oximetry the light is reflected below the 
tissue (e.g., Chest forehead, limbs) back to the same surface as the emitter." 
[Paragraph 0003] Therefore, it would have been a matter of design choice to make the 
pulse oximeter taught by Lisiecki to be capable of being attached to the forehead, to the 
root of the nose, or the ear, as choosing any of these embodiments would be equivalent 
over another similar optical device that is capable of being placed on a finger, toe, 
earlobe or any other body part. 

25. As to Claim 20, Lisiecki teaches the arrangement of Claim 1 1 , wherein the 
optical sensor is a Sp02 sensor. FIG 1 clearly indicates that sensor 1 10 is a 
connected to a Sp02 terminal. [See FIG 1 .] 

26. As to Claims 27, 30 and 32, Lisiecki teaches, a sensor arrangement, "portable 
integrated physiological monitoring system" that includes: a base element, "a chassis 
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of electronic components (electronics unit) that acquisitions information from the 
sensors and communicates this information to a portable personal computer*' [Column 
3, Line 67 - Column 4, Line 3]; an array of electrodes, "a plethora of physiological 
sensors and auxiliary devices" [Column 3, Lines 66-67]; an optical sensor, "a finger 
pulse oximeter, 110," [Column 7, Lines 5-6]; and are connected to a series of 
connectors attached to the base element, [See FIG 1.] Lisiecki further teaches 
wherein a first and a second electrode of the array of electrodes are NMT 
stimulus electrodes, "Alligator clips, 106, consist of ten miniature alligator clips that 
attach to a human subject via disposable tab electrodes. These clips can also be used 
for acquisition of... neuromuscular signals from a human subject. Alligator clips, 108, 
consist of two miniature alligator clips that attach to a human subject via disposable tab 
electrodes. These clips apply high voltage pulses to the human subject stimulation 
associated with nerve conduction studies." [Column 6, Line 62 - Column 7, Line5 & 
See FIG 1] What Lisiecki does not teach however, is a mechanical NMT sensor. 
Duckert teaches a "method and system having simplified neuromuscular transmission 
scoring," that includes "at least one input, 32, connected to a transducer, 34, such as an 
accelerometer, strain gage, piezo film, etc." [Column 4, Lines 16-17] Therefore, it would 
have been obvious to one with ordinary skill in the art at the time of the invention to 
modify the arrangement taught by Lisiecki to include the mechanical NMT transducer 
taught by Duckert, as it would have been a substitution for one known equivalent sensor 
for another. It is noted that it would be possible to locate such a sensor in the locations 
described, and therefore they do not form a basis for limitation of this claim. 
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27. As to Claim 28, Lisiecki teaches the arrangement of Claim 27, wherein a first 
and a second electrode of the array of electrodes are NMT stimulus electrodes, 

"Alligator clips, 106, consist often miniature alligator clips that attach to a human 
subject via disposable tab electrodes. These clips can also be used for acquisition of. . . 
neuromuscular signals from a human subject. Alligator clips, 108, consist of two 
miniature alligator clips that attach to a human subject via disposable tab electrodes. 
These clips apply high voltage pulses to the human subject stimulation associated with 
nerve conduction studies." [Column 6, Line 62 - Column 7, LineS & See FIG 1] It is 
noted that while the specific placement of the disposable electrode tabs and 
corresponding alligator clips are not taught, that it is possible to arrange the same in the 
manner described in Claim 28. 

28. Claims 29 and 31 are rejected as Lisiecki teaches the arrangement of Claims 27 
or 28, and as the limitation, wherein three of the electrodes of the array of 
electrodes are used to measure EEG and EMG, merely states an intended use of the 
structure. That aside, Lisiecki teaches, TIGS. 1 and 2 show only three of these clips for 
illustrative purposes however, ten of them are required for acquisition of a 12-lead 
electrocardiogram. These clips can also be used for acquisition of 
electroencephalograph^ and neuromuscular signals from a human subject" [Column 6, 
Line 64 - Column 7, Line 1] It is noted that while the specific placement of the 
disposable electrode tabs and corresponding alligator clips are not taught, that it is 
possible to arrange the same in the manner described in Claim 29. 
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Conclusion 



29. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. Rantala, US 4,595,018; 

b. Westenskow et al., US 5,1 31 ,401 ; 

c. Bennett et al., US 6,625,481 B2; and 

d. Tung, US 6,454,728 B1. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vikram P. Sundararaman whose telephone number is 
571-272-3351 . The examiner can normally be reached on M-F, 830 am-5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on 571-272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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